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DETAILED ACTION 

Response to Amendment 

Examiner acknowledges the reply filed 2/15/2008 in which claims 1 and 19-20 
were amended and new claims 22-27 were added. Currently claims 1-4, 8-16, 19, 20 
and 22-27 are pending for examination with claims 4, and 8-16 withdrawn from a 
previous election restriction. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-3, 19-20, 22, and 25 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Antanavich et al. (6,132,396). Antanavich et al. discloses an apparatus 
for applying tissue sealant. 

Regarding claims 1-3, 19-20, 22, and 25, Antanavich et al. discloses a device 
and method for direct delivery of a preloaded (Figure 1 ) shear thickening fluid (fibrin 
composition, see arguments below) having therapeutic properties (sealing, wound 
protection), the device comprising: a channel (near 24) having a proximal (near 22,23) 
and distal end (25) with a lumen extending therethrough, the channel containing a shear 
thickening (fibrin composition), the channel configured to expose the fluid to a viscosity 
adjuster comprising protrusions (26, 29) at the distal end which form a constricted flow 
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orifice (near 25) (Figure 4) and causes an increase in the viscosity of the fluid (Figures 
1-4). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 23-24, and 26-27 are rejected under 35 U.S.C 103(a) as being 
unpatentable over Antanavich et al. (6,132,396) in view of Freyman et al. 
(US2004/0030282) or Sawhney (USPN6, 179,862). Antanavich et al. meets the claim 
limitations as described above except for the fluid containing a therapeutic substance. 

However, Freyman et al. teaches an injection device used to deliver therapeutic 
agents and Sawhney discloses method and device for in situ formation of hydrogels. 

Regarding claims 23-24, and 26-27, Freyman teaches an agent delivery system 
(Figures 1-2) that discloses a multi-part injection composition consisting of therapeutic 
drugs ([0023-0024]) and fibrin ([0042]). 


Application/Control Number: 10/638,426 Page 4 

Art Unit: 3763 

Regarding claims 23-24, and 26-27, Sawhney teaches a hydrogel sealant agent 
delivery system (Figure 1a) that discloses a composition consisting cross-linkable agent 
in conjunction with therapeutic drugs (col 3, In 1-10). 

At the time of the invention, it would have been obvious to incorporate the 
therapeutic agents of Freyman or Sawhney to create a drug delivery layer with the 
tissue sealant. The references are analogous in the art and with the instant invention; 
therefore, a combination is proper. Therefore, one skilled in the art would have 
combined the teachings in the references in light of the disclosure of Freyman ([0005- 
0008]) or Sawhney (cols 1-2). 

Response to Arguments 

Applicant's arguments filed 2/15/2008 have been fully considered but they are 
not persuasive. Applicant's Representative asserts that Antanavich reference does not 
disclose delivery of a shear-thickening fluid. 

Examiner has fully considered applicant's arguments but they are not persuasive. 
It is examiners position that given a careful reading, the claims do not distinguish over 
the prior art of record. 

Examiner asserts that the fibrin delivery composition is a shear thickening fluid 
under the definition provided below and the supported patents (Sierra et al. 
(USPN5,290,552, Levinson et al. (USPN6,432,084). The Examiner is defining a shear 
thickening fluid as: 

"shear thickening",Fluid Mechanics. Copyright© 1992, 1996 by Academic Press. 
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"The phenomenon in which non-Newtonian fluids subjected to shear stress will 
undergo a viscosity increase; e.g., a dilatant material such as a starch suspension in 
water. " 

As described in each of the patents listed above (Sierra et al. (cols 1-2, col 11); 
Levinson et al. (cols 3-4, 7) the fibrin composition is a well known multi-polymer solution 
that contains a liquid part with several small chain polymers in solution and suspension 
that will react to shear stress in a non-Newtonian way. 

The prior art of record teaches all elements as claimed and these elements 
satisfy all structural, functional, operational, and spatial limitations currently in the 
claims. Therefore the standing rejections are proper and maintained. 

Suggested Subject Matter 

The following claim subject matter is suggested by the examiner and considered 
to distinguish patentably over the art of record in this application and is therefore 
presented to Applicant for consideration: 

Examiner suggests further clarification of the claims including structural/spatial 
limitations of the velocity adjuster as shown in Applicant's Figures 1-3. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher D. Koharski whose telephone number is 
571-272-7230. The examiner can normally be reached on 5:30am to 2:00pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nick Lucchesi can be reached on 571-272-4977. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Date: 6/06/2008 

/Christopher D Koharski/ 
Examiner, Art Unit 3763 


/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 


